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l. Introduction

Although a higher proportion of black women than white women of all
ages have reported being screened for breast cancer, mortality rates for black
women are higher than those for white women. Even though the proportion of
black and white women with invasive disease upon diagnosis is similar, African
American women are more likely to die from the disease. Differences in follow-
up and treatment are two of many reasons for this disparity. The proportion of
mammograms interpreted as abnormal in large screening programs is as high as
15-20%. Thus, if 15% of the 48 million American women 40 years of age or older
have mammograms, there would be more than 7 million abnormal
mammography results each year. It has been estimated that 30% or more of
women with abnormal mammograms fail to comply with follow-up
recommendations. It is also the case that many minority women who obtain one
mammogram are also more likely than white women to not obtain re-screening
as recommended. This proportion is disparate across racial groups, such that
women from minority populations are less likely to receive follow-up than white
women. There is little known about why this disparity exists and a need to find
out more in order to decrease the number of black women dying from this
disease. This study proposes to look at this existing problem from a new
perspective-- that of the minority woman. The goal of this study is to improve the
rates of follow-up in minority women after an abnormal mammogram result and
to improve re-screening rates by understanding the variables that predict follow-
up and developing an innovative intervention through community input that
overcomes obstacles to follow-up.

il Overview of Study Findings

During the period of December 1, 2001 thru December 31, 2003, the following
accomplishments were achieved:

= Complete literature review of relevant topics (Appendix A);

= Submission, revisions and approval of final study protocol (Appendix B);

= Submissions and completion of Human Subjects Research Review Board
(HSRRB) approval (Appendix C)

= Submission of Local Internal Review Board (IRB) package (Appendix D);

= Approval of Local IRB (Appendix E);

= Development of materials to educate state health department and obtain
their consent to proceed (Appendix F);




= Development of study interview guide (Appendix G); ,

= Agreement from three Local Health Departments (LHD) to participate in
the study;

» Local site visits to each LHD to provide training and furnish materials for
conducting study;

= Ongoing monitoring of LHD activity and technical assistance when
problems needed to be addressed,;

» Collection of interview data from participating women; and,

« Data entry and analysis for final report writing.

An annual report of these accomplishments was submitted in February 2003 and
later approved without revisions. This final report provides the analysis of the
data collected for this project, including the key research accomplishments and
study conclusions.

a. Study Overview

As indicated in the description of the study (Appendix F), all participants in
the study had at one time been screened for breast cancer through their local
health department (LHD), with funding provided by North Carolina’s Breast and
Cervical Cancer Early Detection Program (NCBCCEDP). This Program is a
federally funded initiative, administered by the Centers for Disease Control and
Prevention (CDC), that provides breast and cervical cancer screening and
diagnostic services to women at or below the poverty level (CDC, 2003). CDC
requires that 75% of the women screened in each of the funded programs be 50
years of age or older. By working with the North Carolina Department of Health
and Human Services (NCDHHS) to collaborate on this study, and recruiting
women through LHDs located in low-income and/or racially diverse areas of the
state, this study was ensured a sample of women at relatively high risk for breast
cancer.

Through the method described in detail in the approved study protocol (Appendix
B), women were invited to participate in a face-to-face or telephone interview to
discuss their overall health care issues, particularly related to breast health (see
Appendix G for interview guide).

Methods

Obtaining a working partnership with State Health Department (SHD) staff
for this study proved to be a challenge in the implementation of this study. Even




though the Principal Investigator (Pl) has a long-standing and positive
relationship with the SHD, an extensive review and approval process was
followed before this study was allowed to proceed. Materials in Appendix F were
developed to provide an overview of the study in March 2002 and was shared
with management in obtaining approval. Upon approval in May 2002, several
meetings were held with the North Carolina Breast and Cervical Early Detection
Program and the Pl for this study. For each meeting, we reviewed the process
for data collection and developed a strategy that was suitable to the SHD and
HSRRB. It was then left to the SHD to use the criteria for inclusion in the study
and select 3-4 local health departments that would be asked to participate.
Criteria for selection included that they had screened a higher than average
number of minority women and had numerous cases that had either failed to
follow-up for abnormal results or for re-screening as recommended. In June, the
SHD staff selected 4 counties to participate and visited each county in person to
explain the study and ensure their willingness to participate prior to the Pl
meeting with each department. Ultimately, three of the four LHDs agreed to
participate in the study. These included the LHDs located in Cabarrus,
Randolph, and Robeson counties.

Each of these counties was selected for a variety of reasons. Primary selection
criteria included that the counties included a diverse population so that there
would be a high proportion of minority women being screened by the LHD.
Criteria also included that the LHD had a high number of women on average they
are required by NCBCCEDP to screen in order to ensure a somewhat large
proportion of women with varied follow-up behaviors. It was also critical that the
LHD had shown difficulty in obtaining re-screenings, such that at least half of the
women screened in their local Program were not returning annually for
mammograms. It was also hoped that counties in different regions of the state
could be selected as well as those LHDs that had stable staff who were willing to
work on this type of project. Each LHD received compensation of $1000 for
providing staff time to assist in recruitment for this study. Table 1 provides some
summary data on the selection criteria used in identifying each of these counties.




Table 1.
Summary Statistics on Selection Criteria for Each Participating County*

County (Region) Number Number Re- Number who have not
Contracted to | Screened | screening returned in past 18
Screen' in20022 | rate® months*
Cabarrus (southwest) 394 281 49% 78
Randolph (central) 196 130 50% 52
Robeson (southeast) 181 152 49% 64

' Number of women LHD has contracted with NCBCCEDP to provide breast screening for in a given fiscal
year.

2 Number of women reported by LHD as receiving screening mammogram in Fiscal Year (FY) 2002 (July
2001- June 2002).

3 Average rate of women 50 years or older who return for annual mammograms at LHD.

4 Number of women receiving a screening mammogram within the past 3 years but have not returned for a
re-screening in the past 18 months (and are therefore over 6 months due for a re-screening).

Prior to the local visits by the Pl, the NCBCCEDP met with each LHD to describe
the study and provide them with a computer printout of the women (with coded
identifiers) who met the criteria for the study. These criteria included women
meeting one of two criteria:

e a mammogram obtained at least 2 of the past 3 years (during FY 1999-
2001) as recommended for her age group; and,

e no mammogram obtained for all 3 years or no diagnostic care for those
who received an abnormal mammogram result.

The plan was that this printout would be utilized by the LHD staff to identify the
women to invite for participate in the study.

Once the NCBCCEDP staff met with the LHD, the Pl then met with each LHD.
During the local visits, each LHD was provided 60 self-addressed, stamped
envelopes to mail to qualifying women (Appendix F). The envelopes included a
letter from the LHD (on their letterhead) that explained the study, copies of the
consent forms, and an envelope addressed to the Pl. The women were
instructed to sign a consent form, provide their contact information, and return
the forms in the stamped envelope. Each LHD distributed all of their packages to
women for a total of 180 invitations to participate. However, each LHD relied on




their own list of women meeting the criteria (from notecards maintained by the
clinic manager), instead of the printout supplied by the NCBCCEDP. Utilizing the
printout would have required the LHD staff to decipher the identifiers for each
woman, pull her medical chart, and obtain her contact information. However,
using the notecards allowed the LHD to just pull each card of women who had
not been receiving regular mammograms.

A total of 44 signed consent forms were received by the Pl (24.4%). One of
these forms was incomplete and did not provide sufficient contact information
from the woman to identify her and follow-up. Another four of the women
returning the completed forms were contacted at least five times by an
interviewer but never replied to scheduling an interview. In total, 39 (88.6% (or
21.7% of total)) women completed an interview. Because of the limited amount
of time left to conduct the study and collect the data prior to expiration of local
IRB approval, the majority of interviews were conducted over the phone. Face-
to-face interviews required significant travel so time seemed best utilized by
conducting more interviews over the phone. A total of 5 face-to-face interviews
were conducted in the woman’s home, while the remaining 34 (87.2%) interviews
were conducted via the telephone. A $50 compensation was provided to all
women who completed an interview.

Analysis

Each interview was audio recorded and notes taken by the interviewer
throughout the discussion with each woman. The taped interviews were then
transcribed into Word documents and later used to create a data set in Excel.
Codes were assigned to quantitative, close-ended responses to questions for
data entry and analysis. Quantitative data that are presented include
frequencies, means, and simple statistics as derived through Excel. For the
qualitative data analysis of open-ended interview questions, responses were
coded to identify the theme for each question, using color coding and standard
qualitative data analysis methods (Miles & Huberman, 1994). A count of the
women responding for each theme is provided with verbatim quotes presented
throughout this report. In many cases, these counts are greater than the total
number of women in the study since respondents sometimes provided more than
one response to a question. Each response provided was coded separately and
captured in the data analysis.




b. Overview of Study Results

Sample Characteristics

Study participants ranged in age from 51- 68 years, with a median of 56
and a mean of 59.5 years. More than half of the participants were African
American (24: 61.6%), while 8 (20.5%) were White and 7 (17.9%) were Native
American. Nearly half of the women (46.1%) did not complete high school, with
the mean years of education of 11.3. Table 2 provides a summary of key
demographic information for the study sample.

Table 2.
Demographic Characteristics of the Sample

Characteristics | Number | %
Age (years)

50-55 6 15.4
56-60 17 43.6
61-65 10 25.6
> 65 6 15.4
Race '

African American 24 61.6
White 8 20.5
Native American 7 17.9
Education (years)

<10 10 256
10-11 8 20.5
12 or GED 12 30.8
> 12 9 23.1
Employment

Retired 7 17.9
Employed 17 43.6
Unemployed/Homemaker 9 23.1
Disabled 6 15.4
Marital Status

Married 12 30.8
Widowed 6 154
Separated/Divorced/Single 21 53.8




The focus of the interview asked women about their health behaviors, particularly
those related to breast health. The following sections provide a summary of the
data for each of the major categories of questions, including their overall health
care behavior, history of receiving breast health exams, as well as
mammograms, and their knowledge and attitudes to seeking breast health care.

Overall Health Care Behavior

In assessing their overall health care practices, a series of questions were
asked about whether they have a regular doctor or nurse, how recently they
received breast health care, among others (Appendix G, Section I). The
following provides a summary of key findings.

Most of the women (35: 89.7%) indicated that they do see a doctor or nurse on a
regular basis. Over three-fourths (31: 79.5%) had seen a doctor or nurse for
breast health care within the past year. The remaining eight (20.5%) reported a
visit to a doctor or nurse for breast health within the past 1-2 years. The most
common reason for their last visit to a doctor or nurse was for an annual check-
up or physical (34: 87.2%), while the remaining 5 (12.8%) went for a visit to
obtain follow-up care or to be examined for current problems such as a lump in
their breast they had palpated.

Experience with their Local Health Department

Of key interest to the NCDHHS was the level of satisfaction among
women about their encounter at their LHD and reported reasons that they may
not return for care. Questions related to this were added into the interview guide
in order to provide feedback both to the State and Local Health Departments.
These questions focused on the women'’s reasons for obtaining care at the LHD,
whether they had returned for care, their level of satisfaction they reported during
their visit, among other factors (Appendix G, Section |).

Overall, women reported being very satisfied with the breast health care they had
received through their local BCCEDP program. Women were asked to rate their
level of satisfaction with this care on a 3-point scale, from ‘very satisfied’ (scored
as a 1) to ‘not at all satisfied’ (scored as a 3). Nearly all of the women reported
being very satisfied with their care, while 5 (12.8%) stated they were somewhat
satisfied, for a mean of 1.1. The reason reported by the most women for being
so pleased with the care they received was that the care was thorough and the




nurse explained things well (19: 48.7%). The following provides quotes from the
women'’s responses:

“...they explained things very well...”

“...she did a good job and examined me and answered all
the questions | had..”

“...they were very careful with me and just took very much
interest in me”.

Another primary reason for the high level of satisfaction was that the women felt
they had been treated with respect and courtesy (11: 28.2%). One woman even
stated that the LHD is the only place she can go where she can count on
“...being treated like a person not like a number’. The following quotes provide
some details of these related responses:

“...treated me with respect...courtesy...explained everything
fome...”

“...they were just nice and professional...”

Women reported initially obtaining services from the LHD for a variety of reasons
(Appendix G, Section I, Item 9). Ten of the women (25.6%) reported that they
had obtained their mammogram at the LHD for financial reasons—because that
was the only way they could afford it. Ten women (25.6%) reported that they
had obtained a mammogram because their doctor had recommended that they
go to the LHD for this service, and eight women (20.5%) indicated that their age
was their reason for getting a mammogram. Seven women (17.9%) indicated
that another reason to obtain their mammogram was to ‘be sure I'm OK’ or
because they were due for one. Fewer women reported current breast health
problems (2: 5.1%) or family history (1: 2.6%) as their reasons for obtaining a
mammogram. Table 3 provides a summary of the findings for this item.
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Table 3.
Reasons for Obtaining Mammogram at LHD

Reasons for Obtaining Mammogram at LHD # %*

Financial reasons (i.e., no insurance, low income, etc.) 10 25.6
Provider recommended it 10 25.6
At risk due to age 8 20.5
To ‘be sure ok’ or ‘it was time’ 7 17.9
Current breast problems (cyst, pain) 2 5.1
At risk due to family history 1 2.6
Don't know 1 2.6
Total 39 100.0

*Percentages are rounded to the nearest tenth and may not total 100%.

Women were also asked how they came to know about obtaining breast health
services at the LHD. Respondents provided a variety of answers to this
question. Advertisements through posters, letters, and in newspapers, were
reported by 13 (33.3%) women as how they initially learned of these services.
Referrals within the community also seemed to be an effective mechanism for
outreach to qualifying women, with 10 (25.6%) reporting being referred by
another clinic (either one within the LHD or at another local agency), 3 (7.7%)
referred by attending a local community event, such as a workshop on breast
health, and 2 (5.1%) referred by their private physician. Word of mouth was also
responsible for 5 (12.8%) women hearing about the program through family
members or friends.

When asked a more specific question about the Program, asking whether they
had ever heard of the ‘Breast and Cervical Cancer Early Detection Program’
(Appendix G, Section I, Item 10), over half (53.8%) reported that they had not
heard of this Program. Those women who reported hearing about that Program
reported learning of it through other local clinics (9: 25%); the newspaper (3:
7.7%); or one each of their local providers, a community class they had attended,
a friend told them about it, or they had been to the LHD before and knew about it.
Most of the women (71.8%) reported that none of their family members or close
friends were receiving services through this Program.

Women in this sample had obtained care from their LHD within the past three

calendar years, but had not necessarily returned for care at the LHD since their
initial visit. They were therefore asked two questions about whether they had
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returned and if not, what were their primary reasons for not returning (Appendix
G, Section I, Items 4-5). First, women were asked to indicate where they had
received care during their last breast health visit. Twenty-one (53.8%) reported
their last visit was at the LHD. Another 11 (28.2%) reported receiving this care
through a local private practice; while 7 (17.9%) obtained care at a hospital
setting.

Second, respondents were asked when was the last time they went to the LHD
‘for their breast health care. Six of the women (15.3%) had not returned to the
LHD: five because they now have private health insurance and no longer
financially qualify and one because she stated she has another medical bill to
pay and cannot afford to get a mammogram. The remaining women had
returned to the LHD within the past year (21: 53.8%); 1-2 years ago (7: 18%); or
could not recall when they had last been to the LHD.

Breast Health History and Care

Women were asked a series of questions about when they had last
obtained a clinical breast exam (CBE) and mammogram, as well as whether they
had ever been diagnosed with breast problems (Appendix G, Section lI-1i]).
Almost all of the women had received a CBE within the past 2 years (33: 84.6%),
with only 1 (2.6%) reporting that she had never received one and 5 (12.8%)
indicating it had been more than 2 years since their last one. Table 4 provides a
summary of the findings for reported breast health care.
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Table 4.
Summary of Breast Health Care

Characteristics l Number %
Clinical Breast Examination History

Never 1 2.6
Within past 2 years 33 84.6
More than 2 years ago 5 12.8
Mammogram Utilization

Within the past year 32 82.1
1-2 years ago 5 12.8
2+ years ago 2 5.1
Results of Last Mammogram

Negative 33 84.6
Follow-up Complete/Negative Findings 3 7.7
Follow-up Ongoing 3 7.7
History of Breast Problems

Yes 13 33.3
No 26 66.7

Mammogram Utilization

In terms of mammogram use, all but 7 (17.9%) had received a
mammogram within the past year. Of the 32 (82.1%) women reporting receiving
annual mammograms, all of them indicated that they obtain them annually or
sometimes every six months, depending on their family history or other risk
factors, such as age. Fourteen (35.9%) obtained mammograms regularly
because they wanted to ‘make sure everything is ok’ and that they ‘don’t have
cancer’. Another common reason given for obtaining regular mammograms is
that the health department or doctor ‘told me to’ (5: 12.8%).

Of the seven not receiving a mammogram in the past year, five had received one
within the past 2 years and the remaining two had received a mammogram more
than 2 years before. Reasons given for not receiving mammograms annually
included two women reporting they were ‘just lazy’ and had not made an
appointment; two women reported that it was difficult for them to get off work for
an appointment; two had been sick quite a bit during the past year and unable to
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attend; and the remaining woman stated that she just had to ‘pay so much’ for a
mammogram she couldn'’t afford it. All of these women reported that they had
been encouraged by their provider to obtain annual mammograms and they plan
to do so in the next 6-12 months.

Results of Last Mammogram

Twenty-eight (71.8%) of the women had received their last mammogram
through the local BCCEDP program, while 11 (28.2%) had received theirs
through the office of a local doctor or nurse. The majority of results from their
last mammogram were negative (33: 84.6%). However, two had learned they
had cysts, three were scheduled for repeat mammograms, and the remaining
woman had completed follow-up and received negative findings.

History of Breast Problems

Thirteen (33.3%) reported that they had been diagnosed with breast
problems, such as a lump or cyst, with two of these indicating they had been
positively diagnosed with breast cancer in prior years. Of the remaining 11 with
prior breast problems, 10 (25.6%) were told they had benign findings (i.e., cysts,
dense breast, etc.), while the remaining one was still being followed for additional
testing.

Barriers to Mammogram Screening

Women were asked about barriers they had experienced in getting a
mammogram on a regular or yearly basis. Many of the women who were
obtaining annual mammograms (19: 48.7%) reported no barriers to receiving this
care. The remaining thirteen women reported cost as a barrier (9: 23.1%); pain
of the procedure itself (3: 7.7%); or, one who reported that sometimes she’s not
sure if she would want to know that she has cancer.

Social Support for Regular Breast Health

Studies have indicated the importance of social support in encouraging
women to obtain regular mammograms (Danigelis, Roberson, Worden, Flynn,
Dorwaldt, Ashley, Skelly, & Mickey, 1995). Women in this study were asked a
series of questions about the extent to which their family and friends encouraged
or discouraged regular breast health care (Appendix G, Section 1V, Items 9-10).
Overall, women indicated that both their family and friends are supportive of them
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receiving regular care. Only two women indicated that their family is not
supportive of receiving this care and their open-ended responses indicated that
they just don’t discuss this health care with their family members. Several
women (11: 28.2%) indicated that their children are the ones most likely to
encourage them to obtain screening. Women were also asked to indicate how
many (all, almost all, a few, or none) of their closest friends obtain regular
mammograms. This item was coded on a scale of ‘1’ (‘all’) to ‘4’ (‘none’). Most
of the women indicated that ‘almost all’ (11: 28.2%) or ‘a few’ (16: 41.1%) obtain
regular mammograms, for a mean of 2.3 (Table 5).

Table 5.
Closest Friends Obtaining Regular Mammograms

Risk Factors Number %

All 8 20.5
Almost all 11 28.2
A few 16 41.1
None 2 5.1
Don't know 2 5.1
Total 39 100.0

Overall, women indicated that their friends were supportive of their screening
behavior and encouraged or reminded them to go.

Breast Health Knowledge and Attitudes

Respondents were asked a series of questions about their knowledge and
attitudes related to breast health care, including how often they think they need to
jget a mammogram, risk factors of breast cancer, among others (Appendix G:
Section 1V).

Knowledge of Breast Health

Women were asked a series of questions about their knowledge of
mammogram screening or what would happen if they were diagnosed with
cancer. Since fear of diagnosis has been shown as a barrier to obtaining regular
screenings in other studies (Tessaro, Eng, & Smith, 1994), questions about these
topics were asked of women to better understand how to address this fear.
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First, women were asked about when to obtain mammograms and whether
women 50 years or older should receive annual tests. All but two of the women
indicated that they think women should receive mammograms at least annually,
with some of these stating that every six months would be how often women
should obtain this test. The two women who did not indicate this thought that
screening every 18-24 months is sufficient. These two women also disagreed
that women 50 years or older should ‘get mammograms every year’, while the
remaining 37 (94.9%) indicated that they agree with this statement.

Second, women were asked a series of four questions about what ‘cancer’ meant
to them and what would happen if diagnosed with breast cancer. The responses
to the question “what does the word ‘cancer’ mean to you” were very interesting.
All of the women provided rather strong statements of fear about cancer.
Eighteen women (46.1%) in particular noted that cancer is very scary to them,
frightening, and invokes fear when they hear the word.

“...frightens you to death...”

“it's a scary word to me...I see people with it and what it
does to them..”

“...horrible...horrible...just horrible...I hate to hear the word
really’

“oh lordy, when you hear the word you just shake your head”

In addition, nearly half of the women (18: 46.1%) equated the word cancer with
death, as evidenced by the following quotes.

“...death...hopelessness...something uncontrollable...it'’s a
horrible way of dying”

“...death...it's a lot of pain...I think if | got cancer then |
would just die”

“.death...that it’s an illness there is no cure for...”

Only six (15.4%) women indicated a response with some understanding of the
disease itself and that early detection can help to alleviate the risk of death.

16




“_..to me that’s a real bad disease but if it’s caught in time |
think you can overcome”

“...it’s a very important disease that you need to stay on top
of.”

“...it’s a fear, a fear for your health whether it's caught in
time or not”

When asked about the types of treatment a woman would have to undergo if
diagnosed with breast cancer, most women (24: 61.5%) indicated an
understanding that there are a variety of treatments available and diagnosis of
cancer would not necessarily mean a woman had to have a mastectomy. Some
women indicated that they don’t know (7:17.9%) what a woman would encounter,
and two indicated that they thought she’d have to definitely have her breasts
removed. Two women were fairly inaccurate in their knowledge about treatment
with both indicating that a woman diagnosed with breast cancer would have to
start exercising and go on a diet. One woman’s response was intriguing in that
she said that a woman diagnosed would have a lot of choices but she’d die

anyway:
“oh lord...so much...and she’d end up dying anyway”

When asked about whether a woman diagnosed with breast cancer will survive
and live a good life for at least 10 more years, most women (29: 74.4%) thought
that the chances were ‘very good or ‘likely’ that she would survive. Most of
these women also indicated that her chances would be even better if the cancer
was diagnosed early. Only a few women indicated that they don’t know what the
chances of survival would be (3: 7.7%) or that a woman’s survival was not very
likely (4: 10.2%):

“not likely.. just gloom and doom about breast cancer”

“...probably like a 1 out of 5 chance [of surviving]”
Women were also asked about their risk of cancer in terms of ‘what do you think
makes a woman your age more likely to have breast cancer’. There was a vast
array of responses to this question as shown in Table 6. Fifteen (38.5%) women

thought the risk was due to heredity, while eleven (28.2%) indicated it was
because of age or just getting older. Ten women (25.6%) indicated they don’t
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know but the remaining women gave a variety of possible risk factors that are not
necessarily supported by the current knowledge of breast cancer.

Table 6.
Stated Risk Factors for Developing Breast Cancer

Risk Factors " Number* %
Heredity 15| 385 |

| Age 11} 28.2
Diet 5 12.8

' Don't take care of yourself 4] 102
Smoking 31 7.7 |

_Taking birth control/hormones 2 5.1 |
Injury to the breasts 2 5.1

" Overweight/not active 2 511

_No children or age when had first child 2] 51
Menopause 1 2.6

Just something in your body 1] 26|
Stress 11 26|

_Live near a chemical plant 1 26 |
Don’t know 10 25.6

*Note: Total is higher than sample size since women could provide more than one

response.

Women were also asked whether they know anyone who has ever been
diagnosed with breast cancer, how that person is doing, and what impact, if any,
that person’s cancer has had on their screening behavior. Twenty-eight women
(71.8%) indicated that they know someone who has been diagnosed with breast
cancer, of these most knew friends or neighbors who were diagnosed, while 8
(20.5%) noted that this person is a family member, such as a sister, aunt, or
cousin. Of these women, 24 (61.5%) indicated that knowing someone with
breast cancer greatly influenced their screening behavior:

“it scares me when it's that close to home you know...”
“...it influences my way of thinking about getting care...she

waited [to get screened and later died from it]...so her
experience made me more aware to get screened...”
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“...it has [influenced me], to know that if it is caught early
there is hope and surgery really can work...”

“ves, they died...very much [it influenced me]...they didn’t
have regular screening so | do...”

Attitudes about Breast Health

As previously noted, the majority of women in this study were receiving
annual mammograms as recommended for their age group of 50 years or older
(ACS, 2003). In general, most therefore had positive attitudes about receiving
this care. Women reported that they obtain annual mammograms primarily
because they want to know everything is ‘ok’ with their health. Twenty-two
women (56.4%) indicated they go for regular mammograms because they want
to find out about their health and know they are ok, as evidenced by the following
quotes:

“I think it’s a good thing for women to get for their health’.

“...it eases my mind to get it on a regular basis...gives me
confidence that everything is ok...”

“lets me know if | had anything abnormal about my breasts”

“...look forward to taking it because | want to make sure I'm
taking care of myself...”

In addition to these comments, several women (6: 15.4%) indicated that they
understand the value of screening in order to detect cancer early.

“.early detection is the best..”

“...they can detect the cancer in the early stages and they
may be able to cure it...”

When asked about the negative aspects of receiving regular mammograms, 14
(35.9%) indicated that it was a painful or uncomfortable procedure. One woman
stated that her last mammogram left her with bruises on her breasts and another
woman stated that “they could be more sensitive” in providing the mammogram,
since it made her feel like she was “freated like meaf”. Overall, most women
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were positive about the experience and planned to continue receiving annual re-
screenings. '

Women were also asked about reasons they may use to postpone getting a
mammogram. Several women (12: 30.8%) indicated that there are no reasons
for postponing getting a mammogram since it is so important to receive them
annually. Reasons for delaying screening included 6 (15.4%) who indicated that
they would or have postponed screening because they were sick, 3 (7.7%) each
indicated that either not having enough money to pay for the mammogram or
being afraid of the results was a reason to postpone getting the test, and two
indicated that they would postpone it when thinking about the pain or discomfort
of getting a mammogram.

. Key Research Accomplishments

The following is a summary of the key research accomplishments over the
course of this study:

o Thorough literature review of relevant articles to use in the
development of the interview guide;

e Approval of both local IRB and HSRRB to proceed with study;

e Conduct of 39 face-to-face or telephone interviews with women of color
and low income;

e Analysis of both quantitative and qualitative data for presentation in
this final report.;

o Development of an executive summary of the study (Appendix H) to
share with NC DHHS to collaborate on a possible strategy for
improving re-screening and/or follow-up rates.

IV. Reportable Outcomes

The reportable outcome for 2002 included the literature review chart
created to guide the development of the study protocol (Appendix A). The
outcomes for 2003 and the remainder of the study include:

e Completed interviews with 39 participants;

o Completion of all data collection by March 7, 2003 (when local IRB
approval expired);

e Data entry and analysis;

¢ Final study conclusions and recommendations; and,
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V. Conclusions

This study required an additional year for completion than was originally
planned. Two major barriers were encountered in implementing the study.
These barriers included the time required to obtain final approval from both the
SHD and HSRRB to proceed with the study. Because of these delays, a no-cost
extension was requested in October, 2002, and was obtained in December. This
study then concluded on December 31, 2003.

Once the primary barriers were overcome, the study proceeded as planned. Al
data collection ceased on March 7, 2003, since that was the deadline for local
IRB approval. To meet this deadline, interviews were conducted in person when
feasible, with the majority conducted over the telephone. A total of 39 interviews
were conducted with qualifying women, including mostly African American
women (24: 61.6%), of low income, who had received screening from a LHD in
the past three years but may have failed to obtain follow-up with diagnostic tests
or a re-screening mammogram during that time.

Overall, the findings of this study indicate that the women in this sample are
relatively positive about the ongoing need for early detection of breast cancer
and seem to understand the value of this behavior. Most of the women (32:
82.1%) had been obtaining mammograms on an annual basis. Of the seven who
had not, their primary reasons were that they were too busy and had to work so
could not schedule an appointment or that they had been too sick with other
ilinesses to get a mammogram. All seven expressed intentions to obtain a
mammogram within the next six to twelve months.

Implications from this study include three strategies that could be utilized to
provide outreach to more women for screening and re-screening and to help
promote adequate follow-up care:

1. Utilizing breast cancer survivors more in delivering messages of the
importance of early detection. Many women acknowledged that they
knew some survivors of cancer, but few were breast cancer survivors.
The women also overwhelmingly expressed great fear and anxiety over
the potential for a diagnosis of cancer. While much of this fear is real, it
could be alleviated by introducing women to those who have survived the
disease so that they understand that it is quite likely that, if found, a
woman can survive diagnosis, and that cancer does not necessarily mean
death, like many women seemed to believe.
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2. Delivering breast health care messages through the adult children of
older women. Interestingly, several women noted that they are
encouraged or reminded by friends and family members to obtain regular
screening. In addition, a number of women noted that they get this
support from their adult children. A viable strategy would be to provide for
education of adult children so that they can promote ongoing screening
behavior with their parents. Strategies could be developed to enlist their
ongoing support and enhance their understanding of the importance of
early detection.

3. Increase awareness of the ongoing availability of NCBCCEDP
funding and the need to continue receiving services. Many of the
women knew about the NCBCCEDP and knew that this Program (or the
LHD) had paid for at least one of their mammograms. However, several
also seemed to indicate that they did not know they could continue to
access this Program if they were financially eligible. Strategies could be
used that would continuously inform women of the availability of this
Program, so that they understand they can return for re-screening and
receive the same kind of financial support that they did the last time they
obtained a mammogram.

In applying these implications, it is important to keep in mind the limitations of this
study. In order to obtain both NCDHHS and HSRRB approval, a number of
concessions had to be made that impacted the PI’s ability to reach the population
of greatest interest. It was hoped that this study would reach primarily women of
color who had either not obtained follow-up care as recommended or had not
returned for re-screening mammograms. As evidenced by this sample, the
majority of women included in this study did not meet these criteria. Problems
impacting the characteristics of the sample included relying on LHD staff to invite
women to the study who met the criteria instead of allowing the Pl to review
charts and identify women to include in the study. While the LHD staff were
willing to participate and it is likely that many women who met the study’s criteria
did receive invitations to participate in this study, most of these women did not
opt to be interviewed.

Another strategy that was planned to increase study participation was a direct
invitation to the women, by phone, to explain the study, answer questions, and
obtain her consent. The Pl had planned to make this initial contact and invite
women to participate. However, because of IRB and NCDHHS constraints, the




Pl was not allowed to have contact with the woman until she consented to
participate. The SHD thought that phone calls to the eligible women by LHD staff
were too burdensome. While the NCBCCEDP provided each LHD with a list of
women meeting the criteria of the study, each LHD opted to use their own
system for identifying women to invite to participate. Ultimately, this initial
contact was conducted by mail and proved to be a fairly ineffective way to recruit
women into a study of this nature. If this study were to be repeated,
considerations should be made that would enhance participation in the study
among women who are not receiving adequate screening and/or diagnostic
breast health care.
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APPENDIX B




REVISED-2 Research Protocol

Submitted to Department of Defense for
Breast Cancer Concept Award (BC995929)

NOTE: Only attachments with required or requested changes are included with this
package (Revision-2). Other materials were provided in previous packages. The
following is a list of applicable attachments with this revised submission:

Attachment A: Revised CV of Dr. Debra J. Holden

Attachment B: Revised Consent Form

Attachment C: Revised Interview Protocol

Attachment D: Letters of Collaboration from Participating Local
Health Agencies

1. Protocol Title:

Increasing Follow-up Rates among Minority Women with Abnormal
Mammography Results or Delays in Re-Screening

2. Phase: N/A
3. Principal Investigator: Debra J. Holden, Ph.D.
’ North Carolina State University
Psychology Department
Box 7801

Raleigh, NC 27695-7801
(919) 662-3896 (office phone)
debra_holden@ncsu.edu

Dr. Holden’s current curriculum vita is Attachment A to this revised package.

Significant Contributor: Rebecca D. Martin, Ph.D.
Independent Consultant
Cancer Epidemiologist and Researcher

4. Location of Study:

North Carolina Breast and Cervical Cancer Control Program
Dianah Bradshaw, RN, MSHA

Director, Quality Assurance and Patient Services

Breast and Cervical Cancer Control Program

1915 Mail Service Center

Raleigh, NC 27699-1915

Dianah.Bradshaw@ncmail.net
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5. Time Required to Complete: May 1, 2002- December 31, 2002

6. Objectives:
To better understand why minority women are less likely to follow-thru with
recommendations to obtain mammography re-screening in a timely manner or to
receive diagnostic care for an abnormal mammography result and use the findings
from this target group to design an initiative to address this disparity.

Study Objectives:
Immediate—To be completed as part of this study

e To interview 30 minority women, age 50 years or older, in 3-4 North Carolina
counties who have received mammography re-screening as recommended for
each of the past three years; and,

e To interview 30 minority women, age 50 years or older, in 3-4 North Carolina
counties, who have not received the recommended mammography re-screening or
follow-up care during any of the past 3 years.

Intermediate—To be completed as part of this study

e To develop, in conjunction with North Carolina Breast and Cervical Cancer
Program (NCBCCCP), an innovative, community-based intervention based on
findings from this study that will help to overcome identified problems and
barriers to breast cancer re-screening and follow-up.

Ultimate—as a long-term outcome for the NCBCCCP
e To improve the rates of re-screening and follow-up for breast cancer among

minority women by better understanding the variables that predict these
behaviors.

7. Study Population:

a. Describe the target population: Minority women (primarily African or Native
American women, all English speaking), ages 50 years or older, receiving at
least one mammogram during the past 3 calendar years (1999-2001) through
any of 3-4 local agencies contracting with the NCBCCCP will be possible
study participants. These local agencies will be selected by NCBCCCP based
on state-based epidemiological data from the reports generated by the state
program from data supplied from local agencies on the women they screen.
This data set will be used to identify 3-4 counties within North Carolina that
have had a high rate of late-stage diagnosis of breast cancer among minority
women. Women who have obtained either screening or follow-up later on in
their disease progression are more likely to have their cancer identified at a
late stage. Studies have shown that a disproportionate number of these
women are African American or from other minority groups. Through
collaboration with the NCBCCCP, the local public health agencies in these
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BC 995929 ’
Submitted March 2002
Revised May 2002
Revised-2 July 2002




selected areas of high need will be contacted. The focus of the study will be
on two groups of women: those who have obtained a mammogram at least 2
of the past 3 years, as recommended for their age group, and those who have
not obtained a mammogram all 3 years, or have not returned to receive
diagnostic care after receiving an abnormal mammogram result.

b. Describe the methods for obtaining sample: Based on state epidemiologic
data, local agencies will be recruited for participation in this study. Sampling
of the women to recruit is not random but is stratified by age, race, and
mammography utilization over the past 3 years (1999-2001 calendar years).
Only women who are 50 years or older and non-white will be selected for
study participation As mentioned above, their mammogram utilization either
has to be high (having had a mammogram for at least 2 of the past 3 years) or
low (having had a mammogram for only 1 of past 3 years), or failing to return
for follow-up after receiving an abnormal mammogram result. The most
accurate description of the sampling strategy is convenience. Using a list of
participant identifiers (coded as numbers, not names) supplied directly from
the NCBCCCP to the local clinic staff, participating local agency staff will
verify that women meet one of these two criteria and mail the study's consent
form to the woman, with the lead letter on agency letterhead, requesting she
return it to the researchers. Women who are not representatives of a minority
population will not be included since they are more likely to obtain re-
screening or diagnostic care as recommended.

c. Inclusion of pregnant subjects: Study participants will all be 50 years or
older, past child-bearing years so determining pregnancy status is not relevant
to this study.

d. Sample size for study: Study includes a total of 60 completed interviews.
The target for the study is to complete 30 interviews with women who have
received screening as recommended and with 30 women who have not.
However, since the health agencies are not able to provide the researchers
with the results of each woman’s test, we will not know how many women in
each group we have obtained until completing each interview (we ask
questions related to this in the interview). Therefore, we plan to recruit up to
75 total women in order to complete 60 interviews that meet the criteria of
half the women receiving screening regularly, and half who have not. This
sample size was not calculated statistically since this is a pilot project to
determine the issues that should be addressed in developing a local
intervention. This sample size was also negotiated with NCBCCCP as what
seemed feasible to them in terms of the women who would meet the criteria
for this study AND agree to participate, given the time frame for conducting
this study.
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e. Survey instrument: The interview items were developed for this study
(Attachment C) through a thorough and systematic review of the literature on
relevant topics. Using peer-reviewed data as a guide, the PI then utilized
items created on previous studies she has led that have been tested and
validated. For many items however, the information has to be obtained
through open-ended questions that are rarely standardized and certainly not
psychometrically tested. Drafts of the instrument were then reviewed by the
researchers for this project and the NCBCCCP staff. The finalized instrument
will be used for conducting interviews for this study.

f. Data Analysis Plans include preparing a thorough set of written notes,
enhanced by the transcription of audio tapes, from each of the interviews
completed. Once these notes have been prepared, current and rigorous
methods for analyzing qualitative data will be utilized to identify themes
across the respondents and prepare findings for the study (Miles & Huberman,
1987). Some of the findings will be summarized quantitatively, such as the
questions in Sections I, I, and V. In these sections, an interviewee is asked to

provide answers to mostly close-ended questions. The following provides a
sample table of how these findings may be presented:

Sample Table . When did you last see a doctor or nurse for your breast
health? ‘
Responses # %
Within the past year
1-2 years ago
More than 2 years ago

Other findings will need to be analyzed qualitatively, such as the majority of
questions in Sections III-IV. For these, all interview data will be coded for
themes, based on the domains of questions asked in the interview setting. For
example, one area of questioning includes an understanding of their
experiences in getting mammograms (Section IV, Questions 1-2). Codes will
be developed to capture all types of responses. Two people will review each
set of interview responses. One person will be responsible for coding the
responses and the other will be responsible for checking the codes against
their own results in order to determine reliability of findings. Where possible,
quantitative findings of the data will be provided. For example, the questions
noted may appear in a summary table such as the following:
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Sample Table . Positive aspects or reasons for obtaining mammograms

Response Provided Number of
Interviewees providing
response

It helps me take care of myself
My family thinks it’s important
It helps me not worry about my health

Protocol Design: The following outlines the proposed methodology in
sufficient detail to show a clear course of action, followed by an explanation
of each item specified in the protocol guidelines.

Local public health agencies contracting with the NCBCCCP will be eligible for
participation in the study. They are required by NCBCCCP to provide monthly
data on the women they provide mammograms to and various characteristics of
her screening experience (such as test results, demographics, etc.). The
researchers for this study do not have access to this data set. However,
NCBCCCP has agreed to analyze their mammogram screening data for minority
women 50 years of age or older to identify areas of the state that seem to be the
most prone to have women who do not return for screenings as recommended.
Based on this analysis, NCBCCCP will notify us of which 3-4 local agencies they
suggest we work with in recruiting women. The researchers will then meet
individually with the staff at the local agency (i.e., the clinic nurse and possibly
the local health department director) to explain the study and procedures for
recruiting women. NCBCCCP will provide a list directly to the local clinic nurse
of the patient identifiers (data are coded by identifiers, not names) for women
qualifying for this study. The researchers will not be permitted to see this list or
know the results of the women since the agencies do not have the consent of the
women to provide this information. The nurse will then access each patient’s
medical record to ensure that the data recorded matches her chart and verify that
she hasn’t left the area. ,

Once the nurse verifies the women who are eligible for in the study, they will mail
consent forms provided by the researchers (Attachment B) to women who qualify
for inclusion in the study. Study selection criteria will be explained to the agency
staff, including: 1) women representing a minority population; AND 2) women
who have obtained re-screening mammograms as recommended for at least 2 of
the past 3 years OR have NOT obtained regular re-screening and/or diagnostic
care as recommended within the past 3 years. Once these women are identified
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by the local agency, their staff will mail the consent form to each woman to be
returned directly to the PI (Attachment B). Two copies of the consent form will
be mailed by the local agency to the woman and accompanied by a lead letter on
agency letterhead and a stamped, self-addressed envelope for returning a signed
consent directly to the researcher. The women will be directed to keep a copy of
the consent form for herself. A witness form will also be enclosed in each
envelope so that the woman can consent to participate in the study even if she
isn’t able to read the consent form. Each consenting woman will then be
contacted by phone to schedule a face-to-face interview at her convenience.

Participation will be completely voluntary and confidential and it will be
explained to her that her involvement (or not) will not impact any future care
provided by the local agency. Once they agree to be interviewed, the researcher
will arrange for a 1-hour face-to-face interview to be conducted at a conveniently
located public building in her area, such as a library, the health department, or a
senior health center. Efforts will be made to provide a location that respects her
privacy in providing responses (such as a private room in the local library). Each
of the women completing at least half of the interview will receive a $50
compensation. Part of the $50 compensation can be used by the woman to cover
her transportation costs to the interview site. For women who are not able to
travel to a convenient location (such as she is disabled or has limited access to
transportation), but she consents to participate in the study, she will be provided
the option of completing the interview over the phone. This option will be
provided only as a last resort to obtaining information from women who might
otherwise drop out of the study.

Face-to-face interviews for this study are considered to be the best methodology,
but telephone interviews could be substituted if necessary. The purpose of the
interview will be to talk to the women about their understanding of the results
they received, what they have done to obtain care since receiving their abnormal
results, barriers they had to overcome to obtain any care that they have, or reasons
she has or has not obtained care (Attachment C). The notes from this interview
will be written by the interviewer and audio recorded. After the interview, the
interviewer will use the audio recorded tapes to complete the written notes so that
the data collected from each individual woman will be thorough. Once the tapes
have been used to provide more details to the written notes, they will be labelled
according to the date the interview was conducted and the number of respondents
for that date (i.e., the woman interviewed on June 15, who was the 31 person
interviewed that day, would be coded as 3-6.15, etc.). The written notes and tapes
will be coded so that they are linked to each other but not to the individual woman
who is interviewed. Once the tapes have been used to enhance the written notes,
they will be maintained in a locked file that the PI only has access to until the
conclusion of this study. At that point, their contents will be erased or the tapes
otherwise destroyed. The contact information is used strictly to locate the women
and invite their participation and maintained in a log to determine if she has been
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reached for scheduling an interview. This log will be maintained in a locked
secure file cabinet with access only by the research team. Upon completion of the
interviews, the log will be destroyed.

a. Subject Identification: Once a woman consents to the study by returning a
signed form, her contact information will be entered into a log that helps the
researchers keep track of where she is in the process of data collection. The
log will track information on how to reach her, attempts that have been made
to reach her, and dates of when the interview is scheduled. This log will be
kept in a locked, secured file that is only accessible to the research staff. Once
all of the interviews have been completed, this log will be maintained in a
locked file for a minimum of two years after the completion of the study. All
data collected and entered for analysis from the interviews will be coded using
unique identification codes in order to protect confidentiality and will contain
only the woman’s age and race, and other demographic information collected
at the end of the interview. Identifier codes will be used to link the audio
tapes to the written notes but individual responses cannot be linked back to
respondents.

b. Description of recruitment process: Explained above. There will be no
advertising or recruitment materials used other than a mailing to each
qualifying woman that includes the lead letter , two copies of the consent form
that includes a ‘short form’ for women who are illiterate (Attachment B), and
a stamped, self-addressed envelope to the PI, Dr. Holden.

‘¢. Description of the Informed Consent process: This process is described above
in detail and supporting documents are included as attachments.

d. Subject assignment: Randomization is not possible and will not be utilized for
this study.

e. Evaluations prior to entry: Selection for participation will be based on results
of former mammograms received through the NCBCCCP. However, these
mammograms are not provided as part of this study and are only a mechanism
for identifying women who meet the study criteria.

f. Evaluations to be made during the conduct of the study: N/A.

g. Clinical assessments: - N/A.

h. Describe the research intervention or activity that the subject will experience:
Women are consenting to participate in a face-to-face interview to discuss her
understanding of the abnormal results or the need for re-screening and her
rationale for the health practices she has followed. The interviews will require
approximately one hour of her time. For their time and input, the women will
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10.

11.

12.

be provided a $50 reimbursement for participating in the interviews. Women
who complete at least 1/2 of the interview but refuse to answer some of the
questions will be provided the $50 compensation.

Risks/Benefits Assessment:

a. Risk from participation in this study is minimal and is no risk for the majority
of women involved. The only risk is that a few of the women will be
contacted because they have received abnormal mammography results. The
interviewers are highly trained on this issue and the woman will be allowed to
skip or refuse to answer questions that make her feel uncomfortable.

b. As specified in the informed consent (Attachment B), the participating women
will not benefit directly from participation in this study.

c. Compensation provided is described in the protocol design section of this
document.

Reporting of serious or unexpected adverse events.

It is possible that by participating in the face-to-face interview a woman will be
more willing to face the consequences of an abnormal result (for women that this
is applicable, which will only be approximately 5-10 women). It is possible that
some of the women will have been in denial about the need for follow-up and
that, just by talking about this issue, will be more likely to face it and realize the
potential risk to their health from these results. Both lead interviewers have
extensive psychological or social work counseling experience and will conclude
each interview with questions about how the women feel about their interview.
The researchers will inform the women that they can return to the local health
department for more specific information on next steps to take and will be
provided with a sheet listing resources in their area for discussing this issue.

Adverse experiences that are both serious and unexpected will be immediately
reported by telephone to the USAMRMC Deputy Chief of Staff for Regulatory
Compliance and Quality (301-619-2165) (non-duty hours call 301-619-2165 and
send information by facsimile to 301-619-7803). A written report will follow the
initial telephone call within 3 working days. Address the written report to the
U.S. Army Medical Research and Materiel Command, ATTN: MCMR-RCQ, 504
Scott Street, Fort Detrick, Maryland 21702-5012.

Description of Protocol Drugs or Devices: N/A
Disposition of Data:
As previously described, a log will be maintained of contact information for each

woman. Throughout the study, this log will be maintained in a locked, secured
file that the research staff only have access to. At the conclusion of the study, this
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information will be destroyed. The interview data will not be linked to the
personal contact information of each women. During the interview, the responses
will be audio recorded and notes taken for use in analysis. The written notes from
each interview will be linked to the audio recording through a coding system
indicating the date of the interview and the number of the person responding (for
example, the 3™ person on June 15 will be coded as 3-6.15 on both the written
notes and audio tapes). The tapes will be used to enhance the written notes and
ensure that the information each woman provided is complete and thorough. The
tapes will then be stored in a locked file that only the research staff has access to.
The data used in the analysis (i.e., the complete interview notes) will not be linked
to the women themselves.

13. Modification of the Protocol:

Should any study procedures need to be changed, both the local IRB and all
relevant contacts at HSRRB will be contacted and guidance requested on
procedures to follow.

14.  Departure from the Protocol:

Local IRB and HSRRB will be notified if protocol is to be changed. No departure
from the protocol will be permitted for conducting interviews with individual
subjects that has not already been addressed elsewhere.

15.  Roles and Responsibilities of Study Personnel

Principal Investigator: (15%) Obtain cooperation with all study partners,
including the North Carolina Breast and Cervical Cancer Control Program and the
local agencies selected to participate. Create research protocol and study
questions. Train study staff on their roles and responsibilities and supervise all
activities. Conduct 2 of study interviews and oversee data analysis and reporting.
Oversee budget monitoring and overall conduct of study.

Consultant (Dr. Martin, 200-240 hours total). Assist in establishing collaborative
relationship with all study partners, attend meetings to negotiate study protocol,
and provide input into accomplishing study goals within the study’s context.
Provide guidance and input into IRB package, study protocols, consent forms, etc.
Conduct % of the face-to-face interviews. Assist in data analysis and report
writing.

Graduate Student Research Assistant (25%). Conduct literature review to inform
protocol development. Coordinate study activities including contacting
consenting women to participate in the study (once consent is received via mail).
Schedule interviews and coordinate sessions. Assist Dr. Holden in interview
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sessions by being present for note-taking and audio-taping interview. Lead data
entry and assist in data analysis and report writing.

Consultant (Ms. Ladner, MPH—75-80 hours). Assist Dr. Martin in conducting
interviews by being note-taker and audio-taping interviews. Assist RA with data
entry and provide input into review of final report of results.

Study Partner (Ms. Bradshaw, RN, MSHA, at NCBCCCP). Obtain listing of
women meeting study criteria and work with local agencies to identify women
and direct mailing of consents to qualifying women. Provide input into study
design, interview questions, and interpretation of results.

Study Recruiters (Clinical staff from 3-4 local agencies contracting with
NCBCCCP, all staff will be at least at the registered nurse (RN) level and are
responsible for the operation of the local public health adult clinic that administers
NCBCCCP). Meet with PI to discuss study and agree to work to mail consent
forms to qualifying women. Obtain list of cases with patient identifiers (coded in
numbers, not names and provided directly from the state health department to this
agency for the women screened in their clinic) and review charts to ensure
information is accurate and women are eligible for participation. Mail consent
forms with lead letters to each woman. Answer questions from women who call
about the study as possible, or refer questions to PI if needed.

16.  This study is not greater than minimal risk to the participants.
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A-11035
HOLDEN

MCMR-RCQ-HR (70-1n) 22 July 2002

MEMORANDUM FOR RECORD

SUBJECT: Protocol Entitled, “Increasing Follow-up Rates Among African American
Women With Abnormal Mammography Results”, by Debra J. Holden, Ph.D., North
Carolina State University, Raleigh NC, Award No. Proposal No. BC995925, DAMD17-
01-1-0580, HSRRB No. A-11035

1. Background. This project is part of the Congressionally Directed Research Medical
Program Award. The purpose of this study is to investigate the reasons why minority
women fail to return for follow-up after receiving abnormal mammography test resuit.
The investigator will interview a total of 60 minority women, 30 of which have received
screening as recommended, and 30 who have not. The study is being done in
collaboration with the North Carolina Breast and Cervical Cancer Control Program
(NCBCCCP), an innovative community-based intervention group, which will identify
eligible subjects for the investigator. The NCBCCCP will work through 3 to 4 local
Health Agencies in support of identifying the eligible subjects for this study. Initial
Memorandum For Record (MFR) with recommendations was sent to the Pl on 30 April
2002. The PI provided point-by-point responses to the recommendations and a revised
protocol, consent form and the requested documents that were received on 28 May
2002. (See attachment 1 item 15 for point-by-point responses). A second MFR was
sent to the Pl on 19 July 2002 with additional recommendations. The Pl submitted a
revised protocol consent form and a revised interview questionnaire that were received
on 12 July 2002. This MFR is the focus on the review of the revised documents. The
Pl responses have been incorporated into this MFR.

2. Scientific Review. The protocol received a scientific review by a Breast Cancer
Research Program reviewer in June 2002. The reviewer made two observations about
the current protocol, which the investigator has addressed, in her point-by-point
responses. One observation was that the intermediate aim of the protocol is to develop
an innovative community-based intervention to overcome identified problems and
barriers to breast cancer rescreening and follow-up. However, the proposed strategy
for this was not delineated in the protocol. Another observation made by the reviewer
was that the investigator has departed from the original focus on African American
women, and is now focusing on “minority women.” The investigator has addressed both
issues in her point-by-point responses.




3. Review by IRB of Record. The protocol received expedited review by the North
Carolina State University Institutional Review Board (IRB) and was approved on 14
March 2002 under Title 45 part 46 of the Code of Federal Regulations (CFR). The
continuing review date is due prior to 7 March 2003.

4. Level of Risk Assessment. The local IRB did not assign level of risk to this protocol.
The investigator noted in the local IRB submission packet and the protocol that the
study is no more than minimal risk. This protocol involves interviewing economically,
educationally disadvantaged subjects who will be audio taped while the investigator
goes through a questionnaire with the subject. The interview process does not appear
to manipulate or cause harm to the subjects, and the questions are not sensitive or self-
incriminating or threatening to the subjects. The payment of $50.00 appear adequate
and not coercive to this population. Although the study population is socio-economically
disadvantaged, the risks to the subjects are minimal and the study could qualify for
expedited review.

5. Research Design. This is a pilot qualitative study that will focus on two groups of
women; those who have obtained a mammogram at least 2 of the past 3 years as
recommended for their age group, and those who have not obtained a mammogram all
3 years or have not retuned to receive diagnostic care after receiving an abnormal
mammogram results. Selection of the women will be based on stratification by age,
race, and mammography utilization over the past 3 years (1999-2001).

6. Research Objectives. The investigator has stated !mmedlate intermediate and
ultimate objectives.

a. Immediate Objective.

(1) To interview minority women, age 50 or older, in 3 to 4 North Carolina counties
who have received mammography re-screening as recommended for each of the past
three years.

(2) To interview 30 minority women age 50 and older in 3 to 4 North Carolina
counties who have not received the recommended mammography re-screening or
follow-up care during any of the 3 past years.

b. Intermediate. To develop in conjunction with North Carolina Breast and Cervical
Cancer Program (NCBCCCP), an innovative community-based intervention to
overcome identified problems and barriers to breast cancer re-screening and follow-up.

c. Ultimate. To improve the rates of re-screening and follow-up for breast cancer
among minority women by better understanding the variables that predict these
behaviors. This is a long-term outcome for the NCBCCCP.

7. Study Population. Minority women primarily African or Native American women, all
English speaking ages 50 years and older who received at least one mammogram
during the past three calendar years from 1999 to 2001, through any of the 3 to 4 local
agencies contracting with the NCBCCCP will be eligible.




8. Inclusion/Exclusion Criteria.

a. Inclusion Criteria. Minority women ages 50 years and older who received at least
one mammogram during the past three calendar years from 1999 to 2001, through any
of the 3 to 4 local agencies contracting with the NCBCCCP will be eligible.

b. Exclusion Criteria. There are no exclusion criteria within the stated study
population.

9. Informed Consent Process. NCBCCCP will provide a list of eligible subjects directly
to the clinic nurse and the Director of the selected local Public Health Agency. The
investigators will meet individually with the staff at the local agency to explain the study
and procedures for selecting eligible women. Patient identifiers will be coded and
subjects’ names will not be used. The nurse at the local agency will access each
subject’s medical record to verify that the subject is eligible. The nurse will then mail a
Lead letter on Agency letterhead that explains the study, along with two consent forms
and a stamped self -addressed envelop addressed to the investigator. The subject will
then sign one consent form and mail it directly to the investigator. For those subjects
who may not be able to read, a family member will read the information in the consent
form to her. Another person would witness the process. All 3 persons will sign a short
form provided. A contact number is provided in the consent form to contact the
investigator if the subject has any questions. The subject will then be contacted by
phone to schedule a face-to-face interview with the investigator or the consultant
(Rebecca Martin, Ph.D.). For women who cannot travel to a convenient location, they
will be provided with the option of a telephone interview. A contact information log will
be maintained on each subject to track where she is in the data collection process. This
log will be kept in a locked secure file cabinet. All data collected from the interviews will
be coded with subject identification codes.

10. Sample Size. The target number of subjects to be interviewed is 60, 30 subjects in
each group. However, the researchers plan to recruit 75 subjects because, the health
agencies will not be providing them with the results of each woman’s test, so they will
not know how many women in each group they have obtained until they have
completed each interview. The PI clarified that there was no statistical calculation of the
sample size and power analysis provided by the investigator because this is a feasibility
study and the sample size was negotiated with the NCBCCCP as what seemed feasible
in terms of the inclusion criteria.

11. Data Collection Plan.

a. Survey Instrument. Questionnaire that will be used for the interview were
developed through literature search on relevant topics and items created on previous
studies that has been tested and validated. Some items are open-ended questions that
have not been tested or standardized.

b. Audio taped interviews. The principal investigator and the consultant will conduct
the interview in a convenient place chosen by the subject. If transportation is a problem




the subject may choose to be interviewed at home or have a telephone interview as an
option. The interview will be audio taped.

12. Data Analysis Plan. Data analysis plan will include transcription of the audio tapes
to enhance the written notes from the interviews. Once the notes have been prepared,
the investigator will use current methods for analyzing qualitative data to identify the
themes across the respondents and prepare findings for the study. Descriptive
statistics on the women interviewed, including frequencies of the ages of the women
interviewed, race/ethnicity, results of previous mammogram screening will be provided.

13. Risks to Subjects. The only risk that was identified by the investigator was that
some subjects would be contacted because they have abnormal mammography results.
Although the investigator did not recognize the audio taping of the interview as a risk,
she did indicate that the audiotapes would be identified by a unique identification code.

Procedures Risks Measures to Minimize Risks
Receipt of Lead Some subjects will be The interviewers are trained to
Agency Letter and contacted because they | provide guidance on this issue, and
copies of informed have abnormal will provide a list of resources to the
consent mailed to Pl. | mammography results. subjects at the end of interview.
The subject may skip a question if
Face-to-face Breech of confidentiality | she is uncomfortable in answering.
interview with the Pl
or the consultant to The audiotapes will be erased or
complete a survey destroyed after the study is
instrument/telephone completed.
interview. Interviews
will be audio taped.
The investigators will not review the
Medical Record Breech of confidentiality | medical records. The nurse at the
Review clinic will review the medical
records. Stated in the consent
form.

14. Benefits to Subjects. There is no direct benefit to the subject for participating in the
study. The investigators will supply sources of referral to the subjects if needed.

15. Pl responses to recommendations from 19 June 2002 MFR.
a. With regard to the protocol.
(1) Provide a letter of collaboration from each of the local health agencies that will
provide support for subject recruitment for this study. The Plis in the process of

obtaining letters of collaboration from the four local health agencies. Letters of
collaboration have not been provided yet. '




(2) On page 6 of the protocol it is stated that, all data collected and entered for
analysis from the interviews will be anonymous. Because there will be face-to-face
interview with the subject, the data cannot be anonymous. Revise the statement to
state that the data will be coded with unique identification codes. The statement was
revised to read, “All data collected and entered for analysis from the interviews
will be coded using unique identification codes in order to protect confidentiality
and will contain only the woman’s age, and race, and other demographic
information collected at the end of the interview.

(3) In section Subject Identification, it is stated that, the log will be maintained until
the end of the funding period and then destroyed. According to the regulations research
records are to be maintained for a minimum of two years after the completion of the
study. The records should be made available for auditing by the appropriate authorities
during this period. Please revise the statement accordingly. The statement has been
revised to state that the log will be maintained in a locked file for a minimum of
two years after completion of the study.

(4) On page 1 of the PI's curriculum vita, in section Technical Experience, if the
reference made to the subject protocol refers to the current protocol under review by the
USAMRMC, update the resume to reflect that the focus of the study population is
minority women. The PI's CV was revised to reflect that the focus of the study
population is minority women.

b. With regard to the consent form.

(1) It should be specifically stated in the consent form that, “Other than medical
care that may be provide and any other payment specifically stated in the consent form,
there is no other compensation available for your participation in this research.” The
statement was incorporated into the consent form. See section Compensation
for Participation.

(2) In the Roles and Responsibilities section, it is noted that the Graduate
student/research assistant will be present during the face-to-face interview with the
subject. This information was not included in the consent form. Provide the rational for
having 2 persons performing the interview in the consent form. The PI clarified in the
consent form that the second person will help take detailed notes, and help
answer any questions that the subject might have.

(3) For participants who may be visually challenged, reading the fine print of the
consent document may be difficult. Consider increasing the font to 12-point. Done.

c. With regard to the questionnaire.

(1) Provide a space to record the signature of the person conducting the interview.
Provided. See page 1 of the interview questionnaire.

16. Points of Consideration




(1) In section Data Analysis Plan, further clarify the data analysis plan. Consider
describing how you will code the data and validate the coding system. What will you
consider to be the unit of analysis? Consider setting up a dummy table. The Pl has
clarified that one person will be responsible for coding the responses and the
other will be responsible for checking the codes against their own results in order
to determine reliability of finding. A dummy table was incorporated into the Data
Analysis Plan section.

16. Recommendations for approval. The investigator has addressed all
recommendations in the 30 April 2002, and the19 June 2002 MFRs. The only
outstanding issue is the submission of letters of collaboration from the 4 local health
agencies that will provide support for subject recruitment for this study. Recommend
that the Pl submit the most current copies of the protocol, consent form and all the
supporting documents to the local IRB for review and final approval. Approval from this
office must be issued only upon receipt of the letters of collaboration from the 4 local
health agencies, and submission of a final letter of approval from the local IRB.

MERCY P.SWATSON, RN, MSN
Human Subjects Protection Scientist
AMDEX Corporation
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North Carolina State University
Institutional Review Board for the Use of Human Subjects in Research
PRELIMINARY QUESTIONS

Is this a taste and food quality evaluation and consumer acceptance study, where (i)
wholesome foods without additives are consumed or (ii) food is consumed that contains a
food ingredient at or below the level and for a use found to be safe, or agricultural
chemical or environmental contaminant at or below the level found to be safe, by the Food
and Drug Administration or approved by the Environmental Protection Agency or the
Food Safety and Inspection Service of the U.S. Department of Agriculture ?

DYes & No

Will the subjects remain completely anonymous (i.e. no identifiers which can link an
individual subject to their data — projects using coded data sheets with a “key” linking
code numbers to subjects are not anonymous)?

I:]Yes !Z' No

Will anyone other than the PI or the research team have access to the data (including any
completed surveys) from the moment they are collected until they are destroyed?

DYes XI No

Is your subject population going to consist of only elected or appointed public officials?
Yes IX No

Does your research involve the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of public behavior?

Yes I:l No

Does your research involve the analysis of existing data, documents, records, pathological
specimens or diagnostic specimens?

DYes IX No

In your estimation does the study involve no more than minimal risk to the subjects (see
definition of minimal risk in the Policies and Procedures page)

XIYes D No




North Carolina State University
Institutional Review Board for the Use of Human Subjects in Research
GUIDELINES FOR A PROPOSAL NARRATIVE

In your narrative, address each of the topics outlined below. Failure to follow these directions will result in
delays in reviewing/processing the protocol.

A. INTRODUCTION

1. Briefly describe in lay language the purpose of the proposed research and why it is important.
To better understand why minority women are much less likely to follow-thru with

recommendations to obtain mammography re-screening in a timely manner or to receive
an abnormal mammography result and use the input of women from this target group to

design an initiative to address this disparity.

2. If student research, indicate whether for a course, thesis, dissertation, or independent research.
N/A

B. SUBJECT POPULATION
1. How many subjects will be involved in the research? 60

2. Describe how subjects will be recruited. Nursing staff of local agencies that have contracted

with the North Carolina Breast and Cervical Cancer Early Detection Program (NCBCCEDP)
will review medical charts of women screened by this Programwithin the past 3 years. Their
review will start from a list of women provided by the State Health Department directly to the
Local of women who have either obtained mammogram screening as recommended for at
least 2 of the past 3 years or women who have not returned for re-screening or follow-up at
anvtime during the past 3 years. The nurse at each local agenc ically a local health
department or community health center) will then mail the women two copies of the consent
form (Appendix A), with a letter from the health department explaining the reason for
contacting her (Appendix B), and a stamped, self-addressed envelope for the woman to

return her signed consent form to the researcher. The woman will sign one consent form
and return it by mail for contact by the researchers in scheduling a face-to-face interview.

Recruitment efforts will continue until approximately 60 minority women {30 who have

received screening as recommended, and 30 who have either not received re-screening or
diagnostic care as recommended) are located that meet the study criteria and agree to

participate in the study.

3. Ifapplicable, please provide the IRB office with a copy of any advertisement to be used in recruiting
subjects. This includes print ads as well as scripts for radio and television ads. If this is not
applicable, please check here [X]

4. List specific eligibility requirements for subjects (or describe screening procedures), including those
criteria that would exclude otherwise acceptable subjects.

Minority women, ages 50 years or older, receiving a mammogram through any of 3-4 of
these localNCBCCEDP agencies during the past 3 years (1999-2001) will be possible study
participants. The focus of the study will be on two groups of women: those who have
obtained a mammogram at least 2 of the past 3 years, as recommended for their age group
and those who have not obtained a mammogram all 3 years, or have not returned to receive
diagnostic care after receiving an abnormal mammogram result. Using a list of participant
identifiers supplied directly from the State Health Department, local agency staff will verify
that_women meet one of these two criteria and mail the study's consent form to the woman,




5.

with the lead letter on agency letterhead, requesting she return it to the researchers.
Women who are not representatives of a minority population (African American, Native

American, Hispanic, or Asian) will not be included since they are more likely to obtain re-
screening or_diagnostic care as recommended.

Explain any sampling procedure that might exclude specific populations (women, minorities, elderly).
No special populations will be excluded other than those identified above.

6. Disclose any relationship between researcher and subjects - such as, teacher/student;

employer/employee.
None.

7. Check any vulnerable populations included in study:

minors (under age 18) - if so, have you included a line on the consent form for the
parent/guardian signature '

fetuses

I:l pregnant women

l:l persons with mental, psychiatric or emotional disabilities
D persons with physical disabilities
economically or educationally disadvantaged

D prisoners
& elderly

D students from a class taught by principal investigator
D other vulnerable population.

If any of the above are used, state the necessity for doing so. Please indicate the approximate age
range of the minors to be involved. Women who have obtained screening through their
local health department will be included in this study. Since many are provided low cost
or free mammograms because of their low income (they must be 200% of poverty level
or below to qualify), nearly all of the respondents are expected to be from low income
areas. In addition, only women 40 years of age or older are recommended for reqular
women and the ram collaborating on this project, the North Carolina Breast and
Cervical Cancer Control Program, focuses on providing screening to women 50 years of
age or older. Therefore, some of the respondents in this study will likely be 65 years of

age or older.

C. PROCEDURES TO BE FOLLOWED

1.

In lay language, describe completely all procedures to be followed during the course of the
experimentation. Provide sufficient detail so that the Committee is able to assess potential risks to
human subjects. State-based epidemiological data will be used to identify 3-4 counties within
North Carolina that have had a high rate of late-stage diagnosis of breast cancer among
minority women. Women who have obtained either screening or follow-up later on in their
disease progression are more likely to have their cancer identified at a late stage. Studies
have shown that a disproportionate number of these women are African American, or from
other minority groups. Through collaboration with the State Health Department, the local
public health agencies in these selected areas of high need will be contacted. Once the
agency_agrees to participate in the study, they will be provided with consent forms (Appendix
A) to mail to women who qualify for inclusion in the study. Study selection criteria will be




explained to the agency staff, including 1) women representing a minority population: AND 2)
women who have obtained re-screening mammograms as recommended for at least 2 of the
past 3 years OR have NOT obtained re-screening and/or diagnostic care as recommended
within the past 3 years or as a result of the current screening visit. Once these women are
identified by the local agency, their staff will mail the consent form to obtain each woman's
permission to provide the researchers with her name and contact information (Appendix A).
Two copies of the consent form will be mailed by the local agency to the woman and
accompanied by a lead letter on agency letterhead (Appendix B) and a stamped, self-
addressed envelope for returning a signed consent directly to the researcher. The women will
be directed to keep a copy of the consent form for herself. Each consenting woman will then
be contacted by phone to schedule a face-to-face interview at her convenience. The target -
for the study is to complete 30 interviews with women who have received screening as
recommended and with 30 women who have not. Participation will be completely voluntary
and confidential and it will be explained to her that her involvement( or not) will not impact
any future care provided by the local agency. Once they agree to be interviewed, the

researcher will arrange for a 1-hour face-to-face interview to be conducted at a conveniently
located public building in her area, such as a library, the health department, or a senior health

center. Each of the women completing at least half of the interview will receive a $50 cash
reimbursement._Part of the $50 incentive can be used by the woman to cover her
transportation costs to the interview site. Attempts will be made to obtain a private setting for

the interview so that confidentiality is maintained. For women who are not able fo travel to a
convenient location (such as she is disabled or has limited access to transportation). but she

consents to participate in the study. she will be provided the option of completing the
interview over the phone. This option will be provided only as a last resort to obtaining
information from women who might otherwise drop out of the study. Face-to-face interviews
for this study are considered to be the best methodology, but telephone interviews could be
substituted if necessary. The purpose of the interview will be to talk to the women about
their understanding of the results they received, what they have done to obtain care since
receiving their abnormal results, barriers they had to overcome to obtain any care that they
have,_or reasons she has or has not obtained care (Appendix C). The notes from this
interview will be written by the interviewer and audio recorded. However, they will not

include the woman's name or identifiers and will be completely anonymous once the
interview is over. In other words, even though the interviewer will meet the woman, all of the

notes from the interviewers will be compiled for final analysis, with no identifiers for individual
women. The contact information is used strictly to locate the women and invite their
participation and will then be destroyed.

What will subjects be asked to do? Participate in a face-to-face interview fo discuss her
understanding of the abnormal results or the need for re-screening _and her rationale for the

health practices she has followed.

How much time will be required of each subject? One hour interviews. For their time and input,
the women will be provided a $50 reimbursement for participating in the interviews. Women

who complete at least 1/2 of the interview but refuse to answer some of the questions will still
be provided the $50 incentive.

D. POTENTIAL RISKS

1.

State the potential risks (physical, psychological, financial, social, legal or other) connected with
the proposed procedures and explain the steps taken to minimize these risks.

The only risk is that a few of the women will be contacted because they have received
abnormal mammography results. The interviewers are highly trained on this issue and
the woman will be allowed to skip or refuse to answer questions that make her feel
uncomfortable.




2. Will there be a request for information which subjects might consider to be personal or sensitive
(e.g. private behavior, economic status, sexual issues, religious beliefs, or other matters that if
made public might impair their self-esteem or reputation or could reasonably place the subjects at
risk of criminal or civil liability)? If yes, please describe and explain the steps taken to minimize
these risks.

Yes. It is potentially sensitive information that a woman asked to participate in this has
received an abnormal mammography result. However, the researchers will not know her
results and during the interview, will ask what her results were and what her
understanding of the follow-up care is that she needs to obtain because of these results.
The interviewers are highly trained to be sensitive to the needs of the respondent, not be
judgmental of her actions, and not provide medical advice under any circumstances.

3. Could any of the study procedures be considered as offensive, threatening, degrading, or could
study procedures produce stress or anxiety? If yes, please describe why they are important and
what arrangements have been made for psychological counseling.

It is possible that by participating in the face-to-face interview a woman will be more

willing to face the consequences of an abnormal result. It is possible that some of the
women will have been in denial about the need for follow-up and that, just by talking about

this issue, will be more likely to face it and realize the potential risk to their health from
these results. Both lead interviewers have extensive psychological or social work
counseling experience and will conclude each interview with questions about how the
women feel about their interview. The researchers will inform the women that they can
retumn to the local health department for more specific information on next steps to take
and will be provided with a sheet listing resources in their area for discussing this issue.
4. Describe methods for preserving confidentiality. How will data be recorded and stored? How will
identifiers be used? How will reports will be written, in aggregate terms, or will individual
responses be described?
Reports will only be written in aggregate form, analyzing data with no personal identifiers.
5. If audio or videotaping is done how will the tapes be stored and how/when will the tapes be
destroyed at the conclusion of the study.
All interviews will be audio recorded. All recordings will be kept in a locked file untill they
are transcribed. _Once they are transcribed and checked for errors, they will be erased.
6. Is there any deception of the human subjects involved in this study? If'yes, please describe why it
is necessary and describe the debriefing procedures that have been arranged.
No.

E. POTENTIAL BENEFITS
Please address benefits expected from the research (this does not include compensation for participation,
in any form). Specifically, what, if any, direct benefit is to be gained by the subject? If no direct benefit is
expected, but indirect benefit may be expected (knowledge may be gained that could help others), please
explain.
The primary purpose of this study is to understand the reasons for this life-threatening disparity
so that an initiative can be developed to address the problems identifed. It is a demonstration

project to obtain information from the women most at risk for not following thru with medical
recommendations.

F. COMPENSATION
1. Explain compensation provisions if the subject withdraws prior to completion of the study.
Consent to participate in the interviews will be obtained through the mail and a
convenient interview time and location scheduled. It will be explained that when a
woman completes at least 1/2 the interview, she will receive $50 cash payment.
Reimbursement will not be provided to a woman if she withdraws prior to completing at
least 1/2_the interview. For example, if a woman is attempting to answer at least half




/

of the questions but requests to skip some of them, she will still be provided with this
reimbursement. This will be explained to all participants prior to starting the interview.
2. If class credit will be given, list the amount and alternative ways to earn the same amount of credit.
NA
G COLLABORATORS

If you anticipate that additional investigators (other than those named on Cover Page) may be involved in
this research, list them here indicating their institution, department and phone number.
Rebecca D. Martin, Ph.D., Independent Consultant, 919/541-7403; Autumn Cano,
Graduate Research Assistant, Psychology Department, Boc 7801, 919/616-1755; and
Amy Ladner, MPH, Independent Consulatant,_ 919/541-6491.

H. ADDITIONAL INFORMATION

1. If a questionnaire, survey or interview instrument is to be used, attach a copy to this proposal.
2. Attach to this proposal a copy of the informed consent document that you will use.
3. Please provide any additional materials or information that may aid the IRB in making its

decision.
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SUMMARY OF THE STUDY ON INCREASING RESCREENING AND FOLLOW-UP
RATES AMONG MINORITY WOMEN

Study Goals:
Immediate

e To interview 30 minority women, aged 50 years or older, in 3-4 North Carolina counties
who have received mammography re-screening as recommended for at least two of the
past three years; and,

e To interview 30 minority women, aged 50 years or older, in 3-4 North Carolina counties,
who have not received the recommended mammography re-screening (e.g., have missed
at two of the last three years) or follow-up care during any of the past 3 years.

Intermediate

e To develop, in conjunction with NCBCCCP, an innovative, community-based
intervention to overcome identified problems and barriers to breast cancer re-screening
and follow-up.

Ultimate
e To improve the rates of re-screening and follow-up for breast cancer among minority
women by better understanding the variables that predict these behaviors.

Study Procedures

L

2.

As specified in the Flow Chart (page 2), the study will be conducted with ongoing
NCBCCCP involvement and feedback.

Once appropriate approvals are obtained, the study questions to respondents will be finalized
with NCBCCCP input and an IRB package submitted for approval.

While waiting on IRB approval, NCBCCCP will provide guidance on the selection of 3-4
local agencies contracting to provide services for NCBCCCP for participation in the study,
based on analyses of data for minority women screened within the past 3 years (calendar
years 1999, 2000, and 2001).

Each of these Coordinators of the chosen agency will be contacted and a face-to-face meeting
scheduled with the Study Leaders (Drs. Holden and Martin) at the agency. Funding will be
established so that each Local BCCCP Clinic will receive $1000 as compensation for
participating. This compensation will be provided to NCBCCCP directly and local
participating clinics will be provided a product catalog to choose items to help in the delivery
of services (i.e., breast models, educational materials, etc.). Each local clinic will be allowed
to order items equal to their level of compensation for assisting in the study.

During the meeting in the local agency’s office, the purpose of the study will be explained,
along with the selection criteria for women who can participate. A listing of the qualifying
women will be provided directly from NCBCCCP to the Local BCCCP Coordinator for
mailing out consent forms. The consent form, accompanied by a lead letter from the local
contracting agency (complete packages will be provided by the Study Staff to the local
agency directly), will be mailed by the Local BCCCP Coordinator to each qualifying woman.
Signed consent forms will be returned directly to the Study Staff and copies provided to the
Local contracting agencies for their records (if requested).

Once a woman consents to be involved, the Study Staff will contact her directly to arrange for
a face-to-face interview. All women who complete at least half of the interview will be
provided with $50. Women will be allowed to skip or refuse questions and still receive

Summary of Procedures
Debra J. Holden, PhD
12/10/2003
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compensation. Telephone interviews may be completed with some women who have limited

transportation or are home bound.

7. Findings of this study will be provided to NCBCCCP for review and input into the
interpretation of results, as well as for planning for development of an intervention to address

the identified concerns and problems.

Flow Chart of Activities for Completing Proposed Study

February- May Activities Include:
Obtain Approval = Meet with BCCCP to obtain approval
from State’s BCCCP =  Provide draft questions for interviews to BCCCP Staff and
and Select Counties incorporate input into final document
for Participation s« BCCCP to identify Local BCCCP Coordinators who are willing to

participate in project
Submit package for IRB approvals

l .

June Activities include:
Obtain Lecal Health = Meet with local contracting agency staff as directed by NCBCCCP
Department and obtain their consent to participate
Approval and Train ®  Train Local BCCCP Coordinators on distribution of consent forms
Coordinator s Coordinators begin to obtain mailing address information on

identified women (from listing provided by NCBCCCP) so mailing
can begin upon receipt of IRB approval

I

July-September

July Activities Include:
Obtain Consent of = Upon receiving IRB approvals (expected anyday), request that
Study Participants Local BCCCP Coordinators mail consent forms to identified
through Returned women
Signed Consent = Monitor returns of signed consent forms and provide monthly
Forms updates to Local BCCCP Coordinator and NCBCCCP contact
= Study staff contact women directly upon receipt of consent
l Activities Include:

Contact each eligible woman and schedule face-to-face interviews
at her convenience

C:::g:' g:l:lst:;::::ws =  Provide $50 compensation for completed interview
Women g = Audio record interviews and transcribe interviews for data analysis
s Analyze data according to best practices
=  Provide each participating health agency $1000 in compensation
Activities Include:
»  Provide preliminary results to NCBCCCP for input in interpretation
October- December of findings
Develop Pilot s Share findings with NCBCCCP and Local BCCCP Coordinators to
Intervention t!lrough interpret results and obtain key informant input on development of
NCBCCCP input a community-based intervention to address identified problems and
barriers
= Develop pilot intervention based on findings and input
= Submit back to NCBCCCP for review and comment
Summary of Procedures
Debra J. Holden, PhD
12/10/2003
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Department of Defense Study Entitled:
“Increasing Follow-up Rates Among Minority Women with Abnormal Mammography
Results or Delays in Re-Screening”

Prior to interview, record the following information for each interview:

Date of interview

ID code of subject
Name of person conducting interview
Signature of person conducting interview

Script and Questions for Face-To-Face Interviews

Hello, my name is . I wanted to come meet with you today to talk about
your experiences in obtaining care for a mammogram that you received from the
BCCEDP contracting agency on . A couple of weeks ago, I called and
scheduled this meeting with you to talk about this experience.

RE-READ components of consent related to confidentiality, use of information, and
purpose of research.

Section I
To get started, I'd like to ask you a few questions about your general health care.

1. Do you have a doctor or nurse that you see on a regular basis?
Yes
No

2. When did you last see a doctor or nurse for your breast health?
Within the past year
1-2 years ago
More than 2 years ago

3. What was the reason for this last visit?

4. Where was this doctor or nurse located?
In a private practice
In a hospital setting
In the local BCCEDP contracting agency —>
(if this is the response, skip to Item 6)
Some other place, please specify

5. When was the last time you went to the BCCEDP contracting agency for
your breast health?
Have not returned since receiving the mammogram

Page 1
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Within the past year
1-2 years ago
More than 2 years ago

If she has not returned to the BCCEDP contracting agency:
Do you plan to ever return for breast health care at your local BCCEDP
contracting agency? Why or why not?

6. Would you say you’ve been very satisfied, somewhat satisfied, or not at all
satisfied with the breast health care you received at your local BCCEDP
contracting agency during your last visit?

Very satisfied
Somewhat satisfied
Not at all satisfied

What are the reasons for the response you just gave?

7. How did you know you could get a mammogram through your local BCCEDP
agency?

8. Have family members or friends of yours received a mammogram through this (or
another) local BCCEDP contracting agency?

9. What was your primary reason for getting a mammogram at the BCCEDP
contracting agency?

10.  The mammogram you received then was provided through a state program called
the Breast and Cervical Cancer Early Detection Program. Have you ever heard of
this program?

Yes
No

If yes, how did you hear about it?
Section II

Now I'd like to ask you some more specific questions about any care you've received for
your breast health.

1. A clinical breast examination is when a doctor or nurse examines the breast for
lumps. When did you have your most recent clinical breast examination?

2. Has your doctor or nurse ever told you that you had a lump in your breast?
Yes
No

Page 2
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If yes, when was this? Date or year lump was found

Did he or she ask you to complete any tests to find out what it was?
Yes
No

If yes, what was the result of these test(s)?

3. Do you currently have any breast problems, such as lumps, unusual pain, soreness, or
discharge?
Yes
No

If yes, do you know what is causing this breast problem?
Yes
No

Have you told your doctor or nurse about this problem?
Yes
No

If yes, what did s/he tell you to do about it?
If no, do you plan to talk about it with your doctor or nurse during
your next visit? (if yes, when do you plan to go the next time?)

Section I1I
As you remember, you had a mammogram through the BCCEDP contracting

agency at sometime during the past three years. The following questions are about
mammograms and any additional tests you 've received since then.

1. When did you receive your last mammogram?
2. Who referred you for your last mammogram? (Probe: who told you to go get your
last mammogram?)

your local doctor or nurse
your local BCCEDP contracting agency
a doctor or nurse at another facility (if so, where?)

[If not at the local BCCEDP contracting agency] what were your reasons for not
getting another mammogram at your local BCCEDP contracting agency?

3. What do you remember was the result of that last mammogram?

Carefully follow these criteria for determining next set of questions:

Page 3
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[V

If she has received a mammogram within the past year AND her results were
‘normal’, go to Item C on page 5

If she has NOT received a mammogram within the past year but the last one
was ‘normal’, go to Item A below.

If she has NOT received a mammogram within the past year, but the last one
was ‘positive’ or ‘abnormal’, go to Item B below.

A. For those needing re-screening:
What are your primary reasons for not returning to get another
mammogram within a year after your last one?

Has a doctor or nurse ever told you that you should receive a mammogram
at least once a year?
Yes
No
If yes, when was the last time you were told this?
Do you agree with what they said? If not, what are your
reasons for disagreeing?

Do you plan to get another mammogram?
Yes
No
If yes, when do you think you will get another mammogram?

Within the next 6 months
Within the next year (but more than 6 months from
now)
Within the next 2 years (but more than 1 year from
now)
More than 2 years from now

If 1 year or more from now before getting another mammogram,
what are your primary reasons for not getting a mammogram
within the next year?

For these completing Item A above (have not received mammogram in past
year AND had normal results on last one), continue now to Section IV

B. For those needing diagnostic care:
What does that result mean to you?

What did your doctor or nurse tell you to do about it?

Page 4
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How did you feel about getting this result?
With this result, what did you think you should do about it, if anything?

You mentioned that for the results, the recommendations given to you by
your doctor or nurse were (from answer above), did you obtain this care?

Yes

No
If no, have you received any care from a doctor or nurse about this
result?

Yes

No

If yes to any care, when did you receive this care? Date or Years
since care received

What was the care you received? (Probes: do you remember the
names of any other breast tests you received? What were the
results of these tests?)

If no to any care, what are your primary reasons for not receiving
any more care for this mammogram result? What do you think
will happen to you since you haven’t received any care?

For those completing Item B above (received ‘abnormal’ results on last
mammogram), continue now with Section IV

C.

Section IV

For those who have received screenings as recommended

How often do you typically receive mammograms? (every year, every
other year, etc.)

What are your reasons for getting a mammogram on this schedule?

How important is it to you to get mammograms on a regular basis? What
are the main reasons this is important to you?

What barriers have you ever experienced in getting a mammogram on a
regular (or yearly) basis?

Now I would like to ask you some questions about your impressions and opinions on
things related to getting regular breast health care. Please feel free to be open and
honest with your responses and let me know what you really think.

Page 5
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Tell me about your overall experiences in getting mammograms. What would
you say was positive about your experience of getting this test? What was
negative about this experience?

When you think about scheduling an appointment for getting a mammogram,
what are some reasons that you think about for postponing getting one or deciding
not to get one? What are some reasons for not putting it off?

How often do you think you need to receive a mammogram?

Do you think women 50 years or older should get mammograms every year?
Yes
No

What does the word ‘cancer’ mean to you? (Probe: tell me what you think of
when you hear the word ‘cancer’)

What kind of treatment do you think that a woman would have to have if she
found out she had breast cancer? (Probe: Do you think that every woman who
has breast cancer has to have one or more breasts removed?)

What do you think makes a woman your age more likely to have breast cancer?
(Probe: Do you think that a woman who’s relatives have had breast cancer will
probably get it too? What do you think are the characteristics of women who are
most likely to have breast cancer?)

How likely do you think it is that a woman diagnosed with breast cancer will
survive and live a good life for at least 10 more years?

Would you say your family is supportive of you getting regular check-ups for
your breast health?

Yes

No

What do members of your family say or do to let you know they support you
getting this care?

What do members of your family say or do to discourage you from getting this
care?

Would you say that all, almost all, a few, or none of your closest friends get
regular mammograms (that is, at least once a year if they’re over 50 years of age)?
All
Almost all
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A few
None

What do your closest friends say or do to let you know they support you getting
this care?

What do your closest friends say or do to discourage you from getting this care?

11. Do you know anyone who has ever been diagnosed with breast cancer? What is
your relationship to this person? What happened to them? Do you think their
experience has influenced what you have done with regards to receiving care for
breast health? If yes, in what ways?

Section V

I just have a few more questions to ask about your background. We should be finished in
about 5 minutes and I appreciate your help with this study.

L.

2.

What is your date of birth?
What is the total number of years of schooling you have completed?

Has any of your immediate family (including grandparents, parents, and siblings)
been diagnosed with cancer? If yes, what is their relationship to you?

What is your primary occupation? If retired, what job or occupation did you work
in the most during your working years?

If currently working, does your work place allow for you to have time off to
obtain screening, like mammograms, in order to maintain good health?

What is your current marital status?

Thank you so much for your help in answering these questions. The information you
provided will be used to develop a program that better meets the needs of women in
getting regular and timely breast health care. Should you think of anything else you
would like to share with me, please feel free to contact me (give respondent contact
information and provide with 850 incentive before leaving).
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EXECUTIVE SUMMARY

INCREASING RESCREENING AND FOLLOW-UP RATES AMONG
MINORITY WOMEN IN NORTH CAROLINA

Although a higher proportion of black women than white women of all ages have
reported being screened for breast cancer, mortality rates for black women are higher
than those for white women. Even though the proportion of black and white women with
invasive disease upon diagnosis is similar, African American women are more likely to
die from the disease. Differences in follow-up and treatment are two of many reasons
for this disparity. The proportion of mammograms interpreted as abnormal in large
screening programs is as high as 15-20%. Thus, if 15% of the 48 million American
women 40 years of age or older have mammograms, there would be more than 7 million
abnormal mammography results each year. It has been estimated that 30% or more of
women with abnormal mammograms fail to comply with follow-up recommendations. It
is also the case that many minority women who obtain one mammogram are also more
likely than white women to not obtain re-screening as recommended. This proportion is
disparate across racial groups, such that women from minority populations are less likely
to receive follow-up than white women. There is little known about why this disparity
exists and a need to find out more in order to decrease the number of black women
dying from this disease. This study proposes to look at this existing problem from a new
perspective— that of the minority woman. The goal of this study is to improve the rates
of follow-up in minority women after an abnormal mammogram result and to improve re-
screening rates by understanding the variables that predict follow-up and developing an
innovative intervention through community input that overcomes obstacles to follow-up.

Study Goals:

Immediate

e To interview 30 minority women, aged 50 years or older, in 3-4 North Carolina
counties who have received mammography re-screening as recommended for at
least two of the past three years; and,

e To interview 30 minority women, aged 50 years or older, in 3-4 North Carolina
counties, who have not received the recommended mammography re-screening
(e.g., have missed at two of the last three years) or follow-up care during any of
the past 3 years.

Intermediate

e To develop, in conjunction with the North Carolina Breast and Cervical Early
Detection Program (NCBCCEDP), an innovative, community-based intervention
to overcome identified problems and barriers to breast cancer re-screening and
follow-up.
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feedback both to the State and Local Health Departments. These questions focused on
the women’s reasons for obtaining care at the LHD, whether they had returned for care,
and their level of satisfaction they reported during their visit.

Overall, women reported being very satisfied with the breast health care they had
received through their local BCCEDP program. Nearly all of the women reported being
very satisfied with their care, while 5 (12.8%) stated they were somewhat satisfied. The
reason reported by the most women for being so pleased with the care they received
was that the care was thorough and the nurse explained things well (19: 48.7%).
Another primary reason for the high level of satisfaction was that the women felt they
had been treated with respect and courtesy (11: 28.2%). One woman even stated that
the LHD is the only place she can go where she can count on “... being treated like a
person not like a number’.

Women were also asked how they came to know about obtaining breast health services
at the LHD. Respondents provided a variety of answers to this question.
Advertisements through posters, letters, and in newspapers, were reported by 13
(33.3%) women as how they initially learned of these services. Referrals within the
community also seemed to be an effective mechanism for outreach to qualifying women,
with 10 (25.6%) reporting being referred by another clinic (either one within the LHD or
at another local agency), 3 (7.7%) referred by attending a local community event, such
as a workshop on breast health, and 2 (5.1%) referred by their private physician. Word
of mouth was also responsible for 5 (12.8%) women hearing about the program through
family members or friends.

Conclusions

Overall, the findings of this study indicate that the women in this sample are
relatively positive about the ongoing need for early detection of breast cancer and seem
to understand the value of this behavior. Implications from this study include three
strategies that could be utilized to provide outreach to more women for screening and re-
screening and to help promote adequate follow-up care:

1. Utilizing breast cancer survivors more in delivering messages of the
importance of early detection. Many women acknowledged that they knew
some survivors of cancer, but few were breast cancer survivors. The women
also overwhelmingly expressed great fear and anxiety over the potential for a
diagnosis of cancer. While much of this fear is real, it could be alleviated by
introducing women to those who have survived the disease so that they
understand that it is quite likely that, if found, a woman can survive diagnosis,
and that cancer does not necessarily mean death, like many women seemed to
believe.
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Ultimate

e To improve the rates of re-screening and follow-up for breast cancer among
minority women by better understanding the variables that predict these
behaviors.

Study Procedures

Face-to-face or telephone interviews were conducted among women residing in
one of three North Carolina counties, including Cabarrus, Randolph, and Robeson. The
focus of the interview asked women about their health behaviors, particularly those
related to breast health. Through guidance from the North Carolina Department of
Health and Human Services (NCDHHS), the Local Health Departments (LHD) in each of
these three counties were selected for participation because their local population
includes a great deal of racial/ethnic diversity, and they had demonstrated some difficulty
in providing re-screenings to more than half of their eligible women. Local visits were
made to each LHD to explain the study and enlist their support. The NCDHHS provided
each participating LHD with a list of eligible women from the NCBCCEDP as derived
from the Minimum Data Elements (MDE) reported by each LHD. Each LHD was
provided with prepared packages to mail to eligible women for invitation into the study
and received $1000 compensation for their assistance in conducting this study. Each
participating women was compensated $50 for her time in completing an interview. An
interview guide was developed and reviewed by the NCDHHS prior to study
implementation. Quantitative and qualitative data were analyzed according to standard
procedures and summarized in a final report to the funding agency, the Department of
Defense (DoD).

Overview of Results

A total of 39 women (21.7% of those mailed a package) agreed to participate in
the study and completed a telephone or face-to- face interview. Study participants
ranged in age from 51- 68 years, with a median of 56 and a mean of 59.5 years. More
than half of the participants were African American (24: 61.6%), while 8 (20.5%) were
White and 7 (17.9%) were Native American. Nearly half of the women (46.1%) did not
complete high school, with the mean years of education of 11.3. The majority of these
women had been obtaining annual mammograms (32: 82.1%), with only 7 (17.9%)
reporting no mammograms within the twelve months prior to the interview. Barriers to
screening included lack of time to schedule and/or keep an appointment, inability to get
off work to keep an appointment, or other health issues.

Of key interest to the NCDHHS was the level of satisfaction among women about their
encounter at their LHD and reported reasons that they may not return for care.
Questions related to this were added into the interview guide in order to provide
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2. Delivering breast health care messages through the adult children of older
women. Interestingly, several women noted that they are encouraged or
reminded by friends and family members to obtain regular screening. In addition,
a number of women noted that they get this support from their adult children. A
viable strategy would be to provide for education of adult children so that they
can promote ongoing screening behavior with their parents. Strategies could be
developed to enlist their ongoing support and enhance their understanding of the
importance of early detection.

3. Increase awareness of the ongoing availability of NCBCCEDP funding and
the need to continue receiving services. Many of the women knew about the
NCBCCEDP and knew that this Program (or the LHD) had paid for at least one of
their mammograms. However, several also seemed to indicate that they did not
know they could continue to access this Program if they were financially eligible.
Strategies could be used that would continuously inform women of the availability
of this Program, so that they understand they can return for re-screening and
receive the same kind of financial support that they did the last time they
obtained a mammogram.

In applying these strategies, it is important to keep in mind the limitations of this study.
In order to obtain both NCDHHS and DoD approval, a number of concessions had to be
made that impacted the ability to reach the population of greatest interest. It was hoped
that this study would reach primarily women of color who had either not obtained follow-
up care as recommended or had not returned for re-screening mammograms. As
evidenced by this sample, the majority of women included in this study did not meet
these criteria. It could be that the women least likely to be obtaining regular screening
and/or recommended diagnostic care are also among those least likely to participate in
this type of study. However, the approved recruitment strategy for the study was
problematic and included relying on LHD staff to invite women to the study who met the
criteria and minimizing initial, direct contact with eligible women in order to explain the
study and enlist their involvement. Through concessions made to receive approval to
proceed, initial contact with the women was conducted through the LHD by mail (versus
the phone) and this proved to be a fairly ineffective way to recruit women into a study of
this nature. If this study were to be repeated, considerations should be made that would
enhance participation in the study among women who are not receiving adequate
screening and/or diagnostic breast health care.
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APPENDIX |




Roles and Responsibilities of Study Personnel

Debra J. Holden, Ph.D.— Principal Investigator

Obtain cooperation with all study partners, including the North Carolina Breast and
Cervical Cancer Contro! Program and the local agencies selected to participate. Create
research protocol and study questions. Train study staff on their roles and
responsibilities and supervise all activities. Conduct %2 of study interviews and oversee
data analysis and reporting. Oversee budget monitoring and overall conduct of study.

Rebecca D. Martin, Ph.D.-- Consultant

Assist in establishing collaborative relationship with all study partners, attend meetings
to negotiate study protocol, and provide input into accomplishing study goals within the
study’s context. Provide guidance and input into IRB package, study protocols, consent
forms, etc. -

Autumn Cano Guin, MS-- Graduate Student Research Assistant

Conduct literature review to inform protocol development. Coordinate study activities
including contacting consenting women to participate in the study (once consent is
received via mail). Schedule interviews and coordinate sessions. Conduct telephone
interviews and/or assist Dr. Holden in interview sessions by being present for note-taking
and audio-taping interview.




